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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions oftime may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

- \f NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 tJ S C § 133) 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce anv 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on 22 December 2003 . 
2a)[3 This action is FINAL. 2b)n This action Is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits Is 

closed in accordance with the practice under Ex pa/te Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |E1 Claim(s) 1-13 is/are pending in the application. 



4a) Of the above claim(s) 



. is/are withdrawn from consideration. 



5) IE1 Claim(s) 4-13 is/are allowed. 

6) 13 Claim(s) ±:3 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) n The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)[J None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 

* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) ^ Notice of References Cited (PTO-892) 

2) LJ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statenrient(s) (PTO-1449 or PTO/SB/08) 
Paper No(s)/Mail Date . 



4) □ Interview Sunnmary (PTO-41 3) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and Trademark Office 

PTOL-326 (Rev. 1-04) 



Office Action Summary 



Part of Paper No./Mail Date 1 
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DETAILED ACTION 

Response to Arguments/Amendment 
This action is in response to the paper filed 12/22/2003. New claims 11-13 have been 
added, and claims 1-13 are now pending. 



Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed pubhcation in this or a Ibrcign country or in pubHc use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

The rejection of claims 1-3 under 35 U.S.C. 102(b) as being anticipated by either Josht et 
aL (US 52523 18) or Hoeg et al. (US 5434133), is maintained for the reasons of record. 
Applicant's arguments have been fully considered but they are not persuasive. Both references 
clearly teach the use of natriuretic peptides (i.e. ANP) as an active ingredient in an ophthalmic 
vehicle (i.e. eyedrops). However, Applicant has argued that the references do not teach the 
invention, because neither reference teach that the reason ANP is being administered in eyedrops 
is contemplated for/directed to /r^a^mgkerato conjunctival disorders (i.e. dry eye, etc.) or 
increasing lacrimal secretion. In response to applicant's arguments, the recitation in claim 1 "for 
promoting lacrimal secretion", in claim 2 'Tor treating a keratoconjunctival disorder", and in 
claim 3 'Tor treating a keratoconjunctival disorder as claimed in claim 2, wherein the 
keratoconjunctival disorder is at least one selected from ..." have not been given patentable 
weight because the recitation occurs in the preamble. A preamble is generally not accorded any 
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patentable weight where it merely recites the purpose of a process or the intended use of a 
structure [in this case, the eyedrop structure/product/composition], and where the body of the 
claim does not depend on the preamble for completeness but, instead, the process steps or 
structural limitations are able to stand alone. See In re Hirao, 535 F.2d 67, 190 USPQ 15 
(CCPA 1976) and Kropa v. Rohie, 187 F.2d 150, 152, 88 USPQ 478, 481 (CCPA 1951). 
Further, it is noted that the reference does not teach that the composition can be used in the 
manner instantly claimed, however, the i ntended use of the claimed composition does not 
patentably distinguish the composition, per se, since such undisclosed use in inherent in the 
reference composition (see, e.g., MPEP 21 12). Both references thus teach the invention: 
eyedrops containing a natriuretic peptide (ANP) as an active ingredient in an ophthalmic vehicle. 

Allowable Subject Matter 

Claims 4-13 are in condition for allowance. Applicant's arguments over the rejections 
under 35 U.S.C. § 102 and 103 have been fully considered and found persuasive. 

As allowable subject matter has been indicated, apphcant's reply must either comply with 
all formal requirements or specifically traverse each requirement not complied with. See 37 
CFR 1.111(b) and MPEP § 707.07(a), 

Conclusion 

The prior art made of record and not reUed upon is considered pertinent to 
applicant's disclosure. For example, Wei et al. (US 5,252,318) disclose one or more of the 
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claimed peptides (ANP, BNP, and CNP; see, e.g., col. 1, lines 31-49 and SEQ ID NOS: 1-3), 
which may be administered in the form of eyedrops (see, e.g., col. 7, lines 40-41). 



THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
poHcy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS from 
the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on 
the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1. 136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the mailing date of this final action. 



Claims 4-13 are in condition for allowance. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maury Audet whose telephone number is 571-272-0960. The 
examiner can normally be reached from 7:00 AM - 5:30 PM, off Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback can be reached at 571-272-0961 . The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 571-272-1600. 

Information regarding the status of an apphcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197. 



MA, March 18, 2004 
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